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. 1 • (wcmd^ iBqppealed) An arteriovenous shunt comprising: 
'^/■r^f* art^ graft comprising a body, a lead end and a terminal end, said lead end 
. ;^^g ?^^©d for subcutaneous connection to an artery by anastomosis, wherein said 


arterial graft has a first diameter; and 
r^f^/^ f&fa&tifa venous outflow catheter conqmsing an intake end and depositing end, 
. ^d^epositiigieiKl being configured for insertion through a vein into the right atrium of 
the heart, wbertiin said venous outflow catheter has a second diameter different from said 

^^jfBaMc^fiiaS operable to direct passage of blood from said arterial graft to said 

:;;^':;:^;.::^<rtis Outflow cdtheter, said cuff comprising an inlet in blood communication with 

;> /^outlet-'. 
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terminal end of said 


artenalgraft;*^ 


i a secure fit for 


said arterial gpift first diameter and said venous outflow catheter second diameter. 


2. (previously presented, appealed) The arteriovenous shunt of claim 1 wherein said arterial graft 


is made of alribcpmpatible flexible material . 


3. ( atmende4 af>pealed ) The arteriovenous shunt of claim 2, wherein said biocompatible 


flepdble material is polytetrafluorpethylene(PTFE) or other bioconq>atible material 


4 . (appealed) The arteriovenous shunt of claim 1, wherein said arterial graft has i 


PAGE 3/31 * RCVD AT 5/26/2009 2:44:29 PM [Eastern Daylight Time] * 8VR:U8PT0-EFXRF-5/1 1 • DN)8:2738300 * C6ID: * DURATION (mm-ss):21-30 


05/26/2009 12:45 FAX ©004/031 

APPEAL 6R8F:for APP, No. : 1 0/81 2,380 31 
. diameterfrom about 2 mm to about 8 mm and a length from about 20 cm to about 60 cm. 

: ; ; 5. (a^ealed) The arteriovenous shunt of claim 4, wherein said arterial graft has a diameter of from about 
:<>; ^ 6 inm toal»put 8 mm and a length of about 40 cm. 

■•■v: ■ & (a^ealed) The arteriovenous shunt of claim 1, wherein said artery is the brachial, 
. axillary, femoral or external iliac artery. 
7(Appeale^ The arteriovenous shunt of claim 1, wherein said cuff is 
polytetrafluoroethylene or polyethylene terephthalate. 
: > : , 8 . (Appealed) The arteriovenous shunt of claim 1, wherein said venous outflow catheter 
j ^ : Kaisi4iaOffiter frpm about 1 mm to about 7 mm and a length of from about 20 cm to 
f..>.^^;':'rab6utS0tm.' 

: " \ 9. (Appealed) The arteriovenous shunt of claim 1, wherein said venous outflow catheter 
. has a diameter from about 5 mm to about 7 mm and a length of from about 40 cm to 
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about 60 cm. 


Jp* (amepa^^pealed) The arteriovenous shunt of claim 1, wherein said venous outflow 
catheter is made of other biocompatible materials. 

11, (appealed) The arteriovenous shunt of claim 1, wherein said vein is the cephalic, 
axillary, jugular, femoral or external iliac vein. 

li previously presented, appealed) The arteriovenous shunt of claim 1, wherein said venous 

.outflow catheter has a diameter of about 1 mm smaller than said arterial graft 

13. (amended, appealed) A system for performing hemodialysis on a patient 
..comprising: a, an arteriovenous shunt comprising: 

i. an arterial graft comprising a body, a lead end and a terminal end, said lead 
end being configured for subcutaneous connection to an artery by 

anastomosis, wherein said arterial graft has a first diameter; and 
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ii. a single juinen venous outflow catheter comprising an intake end and 


ost 


a 


; vein into the light.atrium of the heart, wherein said venous outflow catheter 


iii. a cylindrical cuff operable to direct passage of blood from said arterial graft 


to said v^ous outflow catheter, said cuff comprising an inlet with blood 


communic ation .with an outlet: 


L said inlet being disposed about and connected to said terminal end of 


sai d sufcutarieous graft;, and 


:; 2. said outlet foeing disposed about and connected to said intake end of 

^ > *aid venous outflow catheter; wherein said cuff provides a secure fit for said arterial graft first diameter 
\ and said venous outflow catheter second diameter; 
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£>;,14^^ The system accoriing to claim 13, wherein said venous outflow 

.Catheter has a diameter of about 1 mm smaller than said arterial graft. 

■ The system according to claim 13, wherein said artery is the brachial, 
^ V/: >axto Uiac artery. 


H. <mginal^^pealed) The system according to claim 13, wherein said vein is the cephalic, 
axiflary, jugulfr, femoral or external iliac vein. 


17. fended, appealed) A method of performing hemodialysis on a patient comprising: 
•' *• surgically inserting an arteriovenous shunt into a patient, wherein said arteriovenous 


shunt comprises: 


i. an arterial graft conjprising a body, a lead end and a terminal end, said lead 


epd.b^ing ^rifigiired for subcutaneous connection to an artery by 
'^y.:y ;:^,*wa^9^*|??^ said arterial graft has a first diameter; and 
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iL a skigb lunfcn venous outflow catheter comprising an intake end and 


>• • '.^^I^^fting cud, said depositing end being configured for insertion through i 


vein intoihe right atrium of the heart, wherein said venous outflow catheter 


Has a second idliaftteter different from said first diameter, and 


;; iii: a cylindrical cuff operable to direct passage of blood from said arterial graft 


,to^d Vefl<niS50utflow catheter, said cuff comprising an inlet in blood 


communication with an outlet: 


:| >'i \: ■ '"'}* ^diritefbe^ig disposed about and connected to said terminal end of 
7 .Staia arterial graft; and 


r2. said cartlet feeing ^disposed about and connected to said intake end of 


said Ve&ous outflow catheter, wherein said cuff provides a secure fit for said arterial graft first 
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diameter and said venous outflow catheter second diameter; 


. b. co^ecting ?aid arterial graft to a hemodialysis apparatus; 


d. frassirig said blood through the hemodialysis apparatus; 


e. 


t transmitting said purified blood through said cuff Into said venous outflow catheter 

I is directly deposited into the right 


iatrium. 


according to claim 16 wherein said venous 


mm smaller than said arterial graft 


, wherein said artery is the brachial, 


PAGE mi * RCVD AT 5/26/2009 2:44:29 PM [Eastern Daylight Time] * 8VR:USPTO-EFXRF-5/1 1 ■ DN18:2738300 * CSID: # DURATION (mm-ss):21-30 


B1010/031 

37 


arillary, or femoral, external iliac artery. 


:20; (original, a#>ealed) The method according to claim 16, wherein said the vein is the axillary, jugular, 
femoral or external iliac vein. 


•: • IX) Eyid^ce Appendix: Copy of the declaration of oath 

g;| : :^ : ^h:.exh1bit 1 and 2 are attached. 
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Support o! Application 


1. We are the applicants in the above identified patent 
{application 

"0:--:C : ; 2 ^^^ e tne HERO Tm (Hemodialysis Reliable Outflow) 
; -vascular access device, manufactured by Hemisphere Inc. 

. company is a hemodialysis arteriovenous shunt identical to the 
;}^r:~-?PPte9n\s claimed invention. Clinical studies revealed new and 
"unexpected results. 


These; results are a marked decrease in bacteremia rate versus 
fg ■;: ■; ; curr^n^ vsed cuffed tunneled dialysis catheters and current 
^ ; ' drfetovefious graft literature. 



: fM : ;. : ,r improved adequacy of dialysis and patency versus currently used 
: cuffecl tunneled dialysis catheters. 



I ;:Pledse^ee ; Exhibit 1 and Exhibit 2 as supporting documents for the 
• - : :^RO* ^device.- 

^ - jn patiejhts with central venous occlusion, the HERO Tm device has 
•^ ; achieVed--a success rate for allowing dialysis in patients with no 
: pf her/option, 96.2% of the time (50/52 patients). 


11011/031 
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.. /3;: I deplore that all of the statements made herein of my 
; knowledge are true and that all statements made upon 
information and belief are believed to be true, and further that 
lr- : : ;:.-'\ -these statements were made with the knowledge that willful 

■ false statements and the like so made are punishable by fine or 
■■■ / imprisonment , or both, Under Section 1 001 of Title 18 of United 

'H: j: SSv v -. 5tates Code, and that such willful false statements may 
I jeopardize the validity of the application and any patent 

■ issuing: therefrom. 
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Evid^q© Appendix: Copy of the declaration of oath 
^tto^x^ 2 are attached. 
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X) ^^0^tl Proceedings Appendix 

Jl5e cQpfes of the court decisions are attached 
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WB12380 




VA, USA 


December 12. 2008 



yj(fef?H. GBekman, md, Jean Panrmton, WD. 
*'"-"" I Afortblfc VA USA, 

placement of hemoaccess device* in patients with central vein 



^plk^tojodudlng higher mortality and mortality when compared to conventional 
l^^&mM^^^^ni*- 1« *> present experience with the HeftO access device, 

«h|Ch4!^ 

METHOD'S: Tfie HeRO device, a graft with a centra) outflow component designed to bypass 

i a titanium connector 
» a subcutaneous nifinol silicone outflow component which exits 
Prospective data inducted average rxmnberot prior access 
» of centra) vein occlusion, vessel anatomy and sumicai 

tmptaiu location. 

HeROdevic 
success^ engioptasly of near central 



with central veto anaplasty, one patient had placement of the device into the SVC through 
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a i^peritoneaJ approach for SVC and IVC occlusion, two pattens had placement Into 
lar^ azyoou^ central veins and 

Inten^l^^r ^ vefrw and bvo patients had unsuccessful placement attempts due to Inabflity 
to recann^ilze the central vehi3. Fifty patients have had successful placement of this device 
and of these forty-eight patients have had successful conversion from catheter dependent 
lionaJ dialysis 

I; HeRb is the first AV access device to offer significant alternative to 
i catheter dependent for their dialysis due to central vein pathology. These 
ere very complex art demanding patients. HeRo device offers a promising alternative for 
fceslp^ie^^ 




Tuesday, March 17 
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^^tej^froeeedngs Appendix 
|S ^e*^e^ofthe court decisions are attached 
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HcRO™ Vascular Access Device: 



Patients, 


Howard Katzman MD 


N^w^ywMWfis^te CAYF^ttd grafts (AVOsX TJXfrcttocihj^iryk^ 

; ' : :^^^rPy ^asm^^^ banter creating a mate fbr crwitHmnutffeo; TDC-reiAtod tmAamdm increase 

poafaL 1 TDCsdrfiver to effective 


^Ctfa^ (BSRD CPM prefect) rated a 


flmctkaoaj statu of an cPTPB gnft tod tomotod c 
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i In <lw iwiIuimji aft 


StJFlUEMDE COURT OF THE UNITED STATES 

Syflafcua 

KBR INTEENATIONAL CO. v. TELEFLEX INC BT A3L 

CKBHOEAKt TO THE ON CTgPffE ATgg COURT OF APPEALS FOE 
THB FBDffiAL CIECU1T 

No. 04-1360. AagiisdNw^iilw 

lb cantsol a wwvmtUwtal imfrnmhfle'o apeed, the driver ilnpTrnwoo or 
retee aoa tba gas pedal, wfafahintwrftctB titffe tfa» throttle via 
other mechanical link. Becanaetbe pedaTa jioeitfca m the fiwtwell 
. aanuH r eanaot be afrajted, a driver todrinfr to be cloeer or flutter 
torn it moat either t9»um&Mm& i*mm*arm™tom*> 
both* 

with deep fcotweHa. IMa pnwnjrted hrattrto to deaign aa^ patent 
pedaled ootid be a#ia^ TheAsano 
patent roreala a eappritt atroctar o whejrtly, tfa» pedaJ ^mat w n 
is attfneted, one of the ped^s pi*ot p<anta etaja fixed. Aeanofe alao 
deafened «o that the feece neeaeeaiy to <bm the pedal ie the tame 
re«ardleaa*f faoaJte tteFdMne; jataatmeab adfr 

too* aHttag 


lili 

finpe tranefetred ftoa fle pedal fey a npehamcal fink; bat < 
cfaee yafaee k mpawa to ejettraak ejgnala. Par the < 
what hi ippe nu^ 

tb m a coan i ca i op ewnqn mto <agaai oata» 
La number of patnoti Jar each a aueuia . The j 
patent taught that it wa piefcrahk to detect the pedeTe j 
the pedal mec harrftm. n ot ia tfce eagtaa, eo 1 
pedal with an ebcti wfe eanaor on a pn 
: Wy* -The flkiLttf h p atent t a u g ht that .to L 
. thaasneor to the oo mpn tcr from chafing end w earing out; the t _ 
•houldba patron a fixed part of tie pedal ajwemfcOy rather than in or 
on the pedala : 
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S^^N^y^-A 1 .^ 8 Howard Semaker 

Wi^^fc&W**^ s^rnaker. 

:k£ v ; rij ^^n^^^^et^-PWIatopWa, Pa., argued and filed Mefe for appellant. 

; 4^aS^.#wl W^herHng, Washington, D.C., argued for Patent and Trademark Office. With him on th 
J^e^;F.^|^ura, Washington, D.C 

COWai, Senior Circuit Judge, and NICHOLS, Circuit Judge. 

'Mv^?^^^^^^^^ 0 " a PP eal ftwn * e decision of the Patent and Trademark Office Board of Appeals (bo 

«wn*ert rejection, under 35 UJS.C Sec. 103, of claims 1-6 and 8-11 In i 
■M : i^0^^m^^^9i6AnB t filed June 15, 1978, endued "Embroidered Transfer and Method of Making.* 

i^UPT^^^^^^^^^ the case. We reverse. 

S®P-"-' 2 ■ ■■ 

>/^^^ ;. '. . /'• . . 

A type of embroidered emblem and a method of making the same- Claims I and 10, 
application, are representative of the method and of the emblem, respect* 

^ iQ v ^ i p transfer or emblem comprising the steps of: 

on 8 P orM ? n <* * substrate while using thread free from oil and with said thread 
: '< 60 that a Portion of the pattern Is sculptured by having a greater thickness th 

•Sv; -.:.^?ti^^ith0 pattern, 


4/23#009 
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Vascular Surgery 


Official Publication of the 
Society for Vascular Surgery© 


Volume 49 


Supplements 


Abstracts of the 2009 Vascular Annual Meeting' 
The Society for Vascular Surgery 


D t n v {■ r . c o 


'^>;j':i*J : Pt,',' V:' -ft*.''* ; 


June 11-14 1 Colorado Convention Center | Denver, Colorado 


Mosby 


www.ivascs 


PAGE 22/31 rcvd at 2.44.28 rfvi [eastern Dayiignt Time] 


n unia./f jojdu csid: dukatiun (mm-ssj.21 


05/26/2009 12:57 FAX 


10/812,380 


1)023/031 


iiH 

K 


■•V ;>~ 


20S ': Poster Pmwmtums . 


&S^£S^ B| P C ^ *** N«r Long Itttt 
^^^*«^^J>^eid« Patients * 

I ** ?M * * nrveratty of Miami Hospital, Miami, PL 


" " » biiS^^!iSf2,"' <,e, * ,c ' » »•* *** daigned 

«^^^i^p«a,t tod erttace ofhemodj^Dy 
«ra grant t© conmkt* case report 63nm »lavwtig^ fercgtey. 


,*wi. ... 

GreenK^ 'sedpp. 

gtt^pl^- U Jotta, CA; »Xalser Pcnmoemc MedhTcLup^ 
iiid; 3 ^^^ 5*^ ^ dcca l c ' K-DOQJ guidelines have lucraa. 

^fv^^ttSSSSL^^ 5 <Uffiue tnetl 'ywn- Treatment df maim 
3^ii^2^?7 dth 5j^ OT W"^^wlttf«cof 
^^^W" 1 ^ Ip orocr to maintain an aU-antogtncus acccs*, t»c 
SISJ^.^ ni^ aneurysmal AVF In which the 


7 — on AV? diameter of £7cnx SSoSBm ^ 
cfentfpn ^ rfdh breafciown, mteUm, bl«dSZS/w 

. QiflTO» t tiid nitn rjcccmscructfag tbe fistula. 

• : *?^*W^n^ 

Fomcn. lUc mdan aad median folW-up was 20 

.monflj^The mean and median primary patency wat 17 and 14 months, 

catjiegvtly; ^ mean and median secondary patency wat 19 and 16.5 

■^^S^ 0 ^' ^ 008 AVP *iomboaen\ and two" 

Wtrelfe^ 

, treated with a ri gtop f arty. There arc no recurrent aneurysms to date. 

• ■ Cca^toya^^5ttrBksJ ctacctioD of excess lengch, refaction oftumcoal 
_;aaflfct!^;ana:t£^^ is a viable option for me treatment ofcompli- 

: ^^tns^slFe dS^^ 

^^^^^^^ tvi ^ ~«Vnow dialysis access while conserving 


JOISSi^TOVASCUlAR^UKritiiu 
May Supplement 2009 



in-Training 


FP2X 

Beporg 'j rf the Hm V i 

^•^J^^^l "S?** Thomas W Blester* John J Ricotta*. 
pSS^^PaS 1 ^ Cia ^ Mli » OH * 'American Board of S^y 

_^%t»BC^VsjcnlarK 

^^2!^%^ p3 ^f nr ^ ***** » • odW year traW 
P^^^^J?^^ «rtifieatkn, the need for an ^tn&W 
S^wwl tnc evenness of the candidate far d^cernncanon 

chwjcmr^ of the^^ascuUr Smwuy In-TVamtog &SZnon 


^LS^HZ training Kwminan o n onHne throagh a secure, pcoctorcd 
webalie. This anal Included 216 vascular residents from 91 of 9S (96%)' 
; S^SSJPSg^S ^J > ^««^P*opertto of the exsrrunaiion were 
excellent ^m mdea vames cornpanhle to other AB5 cxanunanona. The 
•vcrage difficulty vahxe ftxr aU Jccma was 76 AX, roe tmase discrimination 
▼ahie was 0 JO, the total em reliability coefficient was 0.85tnd the standard 
error of measurement was 2.9% correct. Scores ranged fiom SS% to 93% 
connect with «n weragc of 76\7H azrrecx. Shny-fbur candidates mofc bom the 
VSrraandtheVQBm20M.Ahi^ 
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EXPANDED POLYTETRAFXPOBOETHYLENE fPTTg) SUBCUTANEOUS 
ARTERIOVENOUS CQ3ffiUlTt AN IMPROVED 
VASCULAR ACCESS TttyitfmmC HEMODIALYSIS 


L« D. Baker, jr. , J* M« Johnson, and D. Ooldfarb 


Recast experience with expanded polytetnifliioroetfcy le oe (PTFE) has demonstrated that a specific form of 
thle material functlonfl extremely well aa a email artery proethesle 1 . The basic ultras tructure of expanded PTFE 
fa illufltrtti^d -hi r*lgx»ro 1, Dptudla-abapad PTPC oode* am metaoted radially b» the graft wall mid those nadaa are 
iaterc^mndcted by flue Hbrtla . This node -fibril arrangement forme a type of lattice -work , and the distance be- 
twaea £bc nodes as well as the aode diameter can be varied In the fabrication process. The specific form of this 
material which gave the most favorable results la regards to controlled tissue Ingrowth and long-term patency has 
the XoUowlng characteriBtlcsi 1) aa internodal distance of 20- to 30 a. Z) a node diameter of less than 12 a, 3) a 
wall thibfaieflB oivWween 0.3 and 0. & mm. and 4) a density of 0.3 Gm/ml. Histological evaluation of these jrrafts 
. revealed a thin ceoinfima with flattened nucleated endothelial cells facing the bloodstream, along wife complete 
and ualfprm tran&rmrra) fibrous tissue Ingrowth and intramnral aeoc&pUlsrles. 

- With me early clinical success of expanded PTFB as a femoral-popliteal artery bypass graft 2 , we then 
considered tb^^ material as a subcutaneous A-V conduit lor chronic hemodialysis. 

Prior 10; any clinical trial, however, several questions needed to be answered: 
1) Could the material withstand repeated percutaneous large bore punctures ? 
• 2) Followlng Withdrawal of the dialysis catheter would there be a reasonable and prompt cessation of 
bleeding? 

3) Would clot prorogation at the puncture site lead to obstruction of the graft? 
4} Would Infection of the prosthetic material become a prohibitive problem? 


MATERIALS AND METHODS 


TABLE I 


Seven grafts of expanded PTFE* were then Inserted into dogs as loop fistulas between the 
common femoral artery and common femora] vein. Over the following B whs , mock dialyses were performed 
■.:yr^r^:*^''^-^^ of these dogs with a #14 gauge Medfcut catheter. These catheters were Inserted percu- 
taneooaly Into ^ graft, and blood was returned to the animal through a vena puncture in the cephalic vein of the 
if oreleg: ^^sn^ab were sacrificed after the B wk period and the grafts examined grossly and histologically. 

qtelcal^ rrom April of 1375 through February 1376, 72 patients at the Good Samaritan Hospital Kidney 
Center end J^copa County General Hospital Dialysis Unit, Phoenix, Arizona, have been dlalyxed using the 
eatpanoed PTFE uubcutonecmB A-V conduit (Table I). Forty-three of these patients are male and 29 remale. The 

ages of these patienta range from 13 to 73 yrs, with a mean age of 
46 yrs» Our preferred method of placement has been what we term 
the straight forearm graft, which is an anastomosis of the graft to 
the distal radial artery and to the cephalic vein near the antecubttal 
fossa. Jt, however, the radial artery is not satisfactory either due 
to insufficient flow or prior access use, a loop fistula Is constructed 
in Qis forearm between the brachial artery and cephalic vein* If 
access sites are not available In the upper extremities, then we have 
Implanted these grafts in the thigh, either as a straight graft between 
the superficial femoral artery and common femoral vein, or as a 
Inrm flabila hfttvmtn the common femoral artery and common femoral 

vela. 

we have placed a total of 64 grafts lathsae 72 patienta with 
46 in the straight forearm position, IS as forearm loops, 6 as straight 
thigh grafts, 13 as thigh loops, and one as a straight arm graft, from 
the brachial artery at the antecubttal fossa to the cep halic vein in the 
delto-pectoral groove. The majority of these grafts have been 8 mm 
In diameter, with 10 being 6 mm in diameter. Most of these grafts 
have been used within 3 days of Implantation and several nave been 
employed within 3 bra. The period of observation has ranged from 
4 to SO was. 


EXPERIENCE tftTH FTFE A-V FISTULAS 


Now of fat Tents . 

•■ Male;'-. • 
. Female 

;^W6V*vof grafts 

Forearm, straight 

Thigh, straight 
Thigh, loop 
^ / Arm, straight 


29 
84 

w 

u 
6 

13 

1 


Age. Distribution 
W-19 
20r29 
30*39 

50-59 ■■■ 
60-69 
. 70-79 


1 

II 

13 
13 
19 
u 
k 
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Legal Precedent as Source of 

{R-1J - 2100 


:}2&4^£0&Vr*C9dert as Source of Supporting Rationale fR-1] 

^^gwyg^MEBP § 2144, if the feds in a prior legal decision are sufficiently similar to 
H^ ig ^implication under examination, the examiner may use the rationale used by the 
■ ^^^^^ ^c^ed to various common practices which the court has held normally 
;-|g?^W/#W skill in the art and hence are considered routine expedients are 
H^fM^' Kibe applicant has demonstrated the criucality of a specific limitation, it 
w^m^^jpriate to rely solely on case law as the rationale to support an 

L AESTHETIC DESIGN CHANGES 

&KSei&W$2d 229, 73 USPQ 431 (CCPA 1947) (Claim was directed to an advertising 
display device comprising a bottle and a hollow member in the shape of a human figure 
from the waist up which was adapted to fit over and cover the neck of the bottle, wherein 
theih^^member and the bottle together give the impression of a human body. Appellant 
'^^M^^^autatioas in the upper part of the body, including the arrangement of 

taught by toe prior art The court found that matters relating to 
S^S^^ ^ hich havG 110 mechanical function cannot be relied upon to patentably 
d^^u^^clahned invention from the prior art). But see Aire Dembiczok, 175 TM 
;994*50USP^ 1614 (Fed. Cir. 1999) (the claims of a utility appUcationTdrawn to a 
ff5$WvS?^ orange plastic trash bag with a jack-o-lantem face, were rejected under 35 
v *£S;C 10j& However, the court reversed the rejection for lack of motivation to combine 
^»^g^*»stt*ags with a reference showing a jaekKvlantern face on an orange paper 
$&$»^ Ex parte Won, 148 USPQ 356 (Bd. App. 1965) (Claims 

were <hj*cfed^tb fiied potato chips with a specified moisture and fat content, whereas the 
■$^0%0$&tcte& to french fries having a higher moisture content While recognizing 
^SS^ ^ 863 * 6 P 8 ""** 181 shape of a product is of no patentable significance, the 
■.;$^^4-M^case the shape (chips) is important because it results in a product which is 
das^;f^ product (french fries).)- 

D. ELIMINATION OF A STEP OR AN ELEMENT AND ITS FUNCTION 

A- Omission of an Element mid Its Function Is Obvious If the Function of the 
Element Is Not desired 


Wu. ilO USPQ 2031 (Rd. Pnt App & Inter. 1989) (Claims at isen* were directed to 
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m a cIfdm to old process so scaled." 531 F.2d at 105?, 189 USPQ 

;* :;IEC$afc»w, /bc., 725 F.2d 1338, 220 USPQ 777 (Fed. Or 1984) cert 
Mmp^m 225 USPQ 232 (1984), the Federal Cmaiit heMthS, wKeonly 
^^^yeen the prior art and the claims was a recitation of relative dimensions of me 
" having the claimed rela^ 

prior art device, the claimed device was not patentably distinct fiom the 

fen Shape 

^e i^, 357 F.2d 669, 149 USPQ 47 (CCPA 196Q CH» court held that me 
« a^o^^aimed disposable plastic nursing container was a matter of choice 
Pgonof ordinary skill in the art would have found obvious absent persuasive 
^l^^ particular configuration of m^ 

Changes in Sequence of Adding Ingredients 
S^- #^i5 V^i 40 App ' 1959 > (Nor art reference disctosing a process of 

? ducted to a process of making a lannnated sheet by reversing the order of the prior 
p&msms.). See also In re Burhans, 154 F.2d 690, 69 USPQ 330 (CCPA 1946) 
Ipn^any order of performing process steps is prima facie obvious in the absence of 
new^uneapeted results); in re Gibson, 39 F.2d 975, 5 USPQ 230 (CCPA 1930) 
XSelecnon Mai^ order of mixing ingredients is prima facie obvious.). 

Xii^^^ MlTABLE » DiT1EGRA ^ SEPARABLE, ADJUSTABLE, OR 
A Making Portable 

InrerUha*erg f m F.2d 732, 93 USPQ 23 (CCPA 1952) (Fact that a claimed device is 
crn^able is not sufficient by itself to patentably distinguish over an otherwise 
ol^deviceiittdess there are new or unexpected results.). 

B. Making Integral 

i*?: J *?8R^?.f 9C5 > 9<58 » « u»q 347, My ^vi-A l*05> (A claim to afluid 
W^»rti^^Chiclc was rejected as obvious over a prior art reference whioh differed from 
tho priqt art meloimiiia nlnakc ilnmi Integral wjm a clamping moons, wucrcas the brake 
SgliSEP" 8 !! comprise several parts rigidly secured toeether as asmale. 

«uiu .xith ovurv tttnrmca me rejeetMn imi g, mwnqj other reasons, "that the use Ota one 

piece Construction instead of the structure disclosed in [the piiui mtI] would be merely a 
S^fiS?*** 1 **" enfiinearine nhrmw hut sceSch*nck * Nvrtrun Corp.. 713 F.2d 762. 
218^9 ^$ ^ Cir. 1983) (Claims were directed to a vibratory testing machine (a 
narpVbeanng wheel balancer) comprising a holding structure, a base structure, and a 
: Sl^||^ ?ich form "a single integral and gaplessly continuous piece." Nortron 
argued mat the invention is just making integral what had been made in four bolted pieces. 
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U.S. Supreme Court 

GRAHAM V.JOHN DEERE CO., 383 U.S. 1(1966) 
383 U&l 

. GRAHAM ETAL. v.JOHN DEERE CO. OF KANSAS CITY ETAL. 

CERTIORARITO THE UNITED STATES COURT OF APPEALS FOR THE EIGHTH CIRCUIT. 

Na.11. 
Argued October 14, 1965. 
Decided Febnury M, 1966. 2. 

{^M^ *^^ F^ ^ 37. Cataiar, Inc. v. Cook Chemical Co, and No. 43, Colgate-Palmolive Co. v. Cook 

•' v ^"^flmi)jttt; 


of a patent, ctmsisting of a combination of old mechanical elements, for a device 
skralainiwtysotttox^^ 
$fifM* ^a rfiiimkm is patentable when it produces an M otd result in a cheaper and otherwise more 
V&r ihe Eighth Circuit held that since there was no new mult in the combination the patent was 

ft 37 and 43 fi fe d actions for declaratory judgments declaring invalid respondent's patpm relating to 
itfaa^hokj-down" cap t^ as a builMn dispenser fte 

ion respondent claiin^^ The District Court and the Qnnt of Appeals sustained fi^ 

not meet the test of ufo^ 

. ^ impertinent ar^ 

(a) In carryiiig CRjltihc constftinionftl command of Art. 1, 8, that a patent system "promote the Progress of . . . useful 


11 

(b) ^ (^ij^qidto v. Greenwood, 1 1 How. 248 (1851), additionally conditioned the issuance of a patent 



(c) In 103 of tiso 1952 Patent Congress added die statutory nonobvious subject matter requirement, originally 
■ '~ *p & $n $ which merely codified judicial precedents requiring a Comparison of the subject matter 

' " ^ t and the prior ait, tv^ 

into obviousness, note trm into "indention," the general kyel tfmnovation necessary to 
t under the 1952 ActPp. 14-17. 


(d) ^^ect«n) permits a more practical test of patentability. The extermination of "nonobvioosness" is made after 
estti&i^ and content of prior art, the differences between the prior art and the claims at issue; and the 

level o*^ pertinent art P. 17. 


(e) With respcqt to each patent involved here the differences between the claims in issue and the pertinent prior art 
■ itoapersoBreasonaWysldlleo^ 


336 F 2d 1 10, revised and remanded 
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EXPANDED POLYTBTRAFLTOBOETHYLENE (PTFR SUBCUTANEOUS 
ARTERIOVENOUS CONDUIT; AN IMPROVED 
VA8CUIAB ACCESS K&KClHWffllC HEMODIALYSIS 

f L« D. Baker, Jr., J. Johnson, and D. Goldfarb 

Recent experience with expanded polytetraflooroethylene (PTFE) has dexnonatrated that a speetfto form of 
Wern^ wen as a small artery prosthesis 1 . The basic ultrastruoture of expanded PTFE 

^^j^^^^n I. Splwfle-sbaped PTFE nodes are oriented radially bi the graft wait and these node* are 
lul*^^ Tola node-ftbrU arrangement forma a type of lattice-work, and fee distance be- 

: M$^^M0m^ti as the node diameter can be varied in the fabrication process. The specific form of this 
mater^ most farorable results to regards to coot roiled tissue Ingrowth and lon*-term patency has 

1) aa mteroodal distance of 20* to 30 gt, Z) anode diameter of lass than 12 p, 3) a 
vwali;tfah and 0.5 mm* sad 4) a density of 0*$ Gm/ml. routolbgteal eraluation of these grata 

^ the Woodstreaitt, along wlffc complete 

and tntllo^ tisane tegrwth and mtrmmnral nesespiUsrte** 

clm^al soecees of ea^M PTFfc aa a famoral-pooltteal artery bypass graft 2 , we then 
'" r".^;,of ithls material aa a anboirtanemie A~V commit for chronic hemodialysis. 
P^^ &Mtty clin}cal trlait howmrer, seroral qtxeetioaa needed to be answered: 
V ij> ^ withstand repeated pareataaeoaa large bore poao tores? 

• 2J ^ ^Ildwl^wttkdrawal of the dialysis catheter would there be a reasonable and prompt cessation of 
bleeding? : - V 

3) Wo^^Ic^propoaatton at the pnactore site lead to obetrnctHm of the graft? 

of the proatbottc material become a prohibitive problem ? 

MATES tAL8 AND METHODS 

: ; - .■•E^rAm^rtal. Seven grafts of expanded PTFE* were then Inserted Into dogs as loop fistulas between the 
r^i(^j^S^^^^^^S^ and common femoral vein- Over the following 8 wfes# mock dtalyaee were performed 
weekly Cor A hrs^aach of these dogs with a #14 gangs Medfcat catheter. These catheters were Inserted perca- 
C ^si^b^y'ia^^%aftr and blood was returned to the animal tfcroogh & veaa puactnre to the cephalic vela of the 
jtoretegi ^vdmidB were saorlllced after the 8 wa period and the grafts examined groaaly and histologically. 
Clinical, ; :FroTO April of 1975 throagfa Febrnary W7g» tZ patients at the Oood Samaritan Hospital Kidney 
Renter and *ja#tetfpa County General Hospital Dialysia umt r Phoenix, Arizona, have been dlalyxed oabtg the 
I e^ A-V commit (Table 1), Forty-three of these patients are male and 29 female. The 

: ages of these patients range from 19 to 73 yre, with a tooaa age of 

4eyrs. Oar preferred method of placement haa been what we term 
the straight forearm graft, which la an anastomosis of the graft to 
the distal radial artery ami to the cephalic vein near the antecnbital 
fossa, ff, however, the radial artery is not satisfactory either dne 
to tasnmctent flow or prior access as©, a loop ftatala Is constructed 
In the forearm between the brachial artery and cephalic veto. B 
access sites are act available In the upper extremities, then we have 
implanted these grafts In the thigh, either as a straight graft between 
the superficial femoral artery and common femoral vein* or as a 
loop fistula between the common femoral artery and common femoral 
vein. 

We have placed a total of 84 grafts In these 72 patients with 
48 In the straight forearm position, 16 as forearm loops, 9 as straight 
thigh grafts, 13 as thigh loops, and one as a straight arm graft, from 
the brachial artery at the antecnbital fossa to the cephalic vein in the 
dolto-pectoral groove. The majority of these grafts have been 8 mm 
In diameter, with 10 being 8 mm In diameter. Most of these grafts 
hare been used within 3 days of Implantation and several have been 
employed within 3 hrs. The period of observation has ranged rrom 
4 to 50 wka. 


TABLE 1 

j#EM£HCE V4 TH lnn A-V FISTULAS 

29 


Ho; ,of Patients 
Nate 
; Female 


tto> of Grafts 

Forearm i straight 
forearm, loop 
Thigh, straight 
Thigh, loop 

• . Arm t it'relght 


84 

16 
6 

13 
I 


Age. Distribution (yrs) 

/■".■.-MMs*- ■ 
io-29 '*' 

'-■■"■'50-59 ; 


I 

M 
13 
13 
19 
U 
t 
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